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2. This REPORT consists of a total of 4 sheets, including this cover sheet. 

IHI ™ S „Z°^h f° th ac « ,m Pf iet | » }>y ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 

TS^S^^S^^^^^"^ rectifications madebefore this Authority (see EE 
/uio and Section 607 of the Admimstrative Instructions under the PCT). 

These annexes consist of a total of 2 sheets. 

3. This report contains indications relating to the following items: _ ~~~ 
Basis of the report 
Priority 

Non-estabkshment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

dSS^fS novel * ste P « atrial applicability; 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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1 1. Basis of the report 

1 1. With regard to the elements of the international application:* 
LJ the international application as originally filed 
the description: 
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filed with the letter of 



. as originally filed 

_, filed with the demand 



□ 




pages 

the drawings: 
pages 
pages 



□ the sequence listing part of the description: 
pages 



, filed with the letter of 



* as originally filed 

filed with the demand 




, filed with the letter of 



, as originally filed 
, filed with the demand 



U the language of a translation furnished for the purposes of international search (under Rule 23 1(b)) ^ * 

LJ the language of publication of the international application (under Rule 48.3(b)) 

° tthe tranSlati ° n ***** fOT ^ international preliminary examination (under Rule 55.2 and/ 

I ^^^^^^^S^^S^^^^J^^ ia interaational ^cation, the international 
1 contained in the international application in written form. 

filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form 

^^ttS* SCqUenCe ^ d ° eS ~ - ^ ^e disclosure in the 
b^n Sh*** * e taf0rma ' ti0n rCCOrded in COm P" ter «—* *™ is identical to the written sequence listing has 



□ 
U. □ 



The amendments have resulted in the cancellation of: 

the description, pages 

the claims, Nos. 



the drawings, sheets/fig 



and 70.17). Ul annexed to tfus report since they do not contain amendments (Rule 70 16 
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Statement 



Novelty (N) 



Inventive step (IS) 



Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-9 



1-5 



6-9 



1-9 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 

The present application concerns a method for solubilising 
meloxicam which includes the following steps: prior mixing 
of ethyl alcohol and methilidene glycerol, incorporating 
meloxicam whilst alkalising the solution using sodium 
hydroxide until complete dissolution of the meloxicam, 
adding polysorbate 80 and agitating to achieve 
homogenisation. The meloxicam thus solubilised is mixed 
with a carrier solution, resulting in an ophthalmic 
solution that can be used to treat various ocular diseases 

Reference is made to the following documents: 



Dl: US 2003055051 A 
D2: US 6284269 B 



20.03.2003 
04.09.2001 



Document Dl relates to an ophthalmic aqueous solution 
which is obtained by dissolving meloxicam (in 
concentrations of 0.01 - 6%) in an aqueous solution of 
trometamol together with other additives such as pH 
adjusters (in a sufficient quantity), surfactants (1%) , 
viscosity regulators (1.3%), antioxidants, osmolarity 
regulators and preservatives (page 4 and examples 6-10) 

Document D2 disclos es an ophthalmic pharmaceutical 
Form PCT/IPEA/409 (BoxV) (January 1994) 
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composition that contains meloxicam as the active 
ingredient together with agents which increase viscosity f 
surfactants and osmolarity regulators forming part of the 
carrier solution (columns 2 and 3) . 

The compositions disclosed in documents Dl and D2 differ 
from that claimed in claims 6 ~ 9 of the application only 
by the ranges of certain additional components included in 
the carrier solution. Since the use of those additional 
components is known in the prior art concerned with 
producing adequate conditions in the preparation of 
ophthalmic solutions, both from the point of view of their 
nature and of the proportion thereof in the composition, 
it is considered that said claims fail to involve an 
inventive step, since they result from a selection that is 
obvious to a person skilled in the art (PCT Article 
33 (3) ) . 

Neither Dl nor D2 discloses a method for solubilising 
meloxicam using a mixture of ethyl alcohol and methilidene 
glycerol, alkalinisation of the solution and addition of 
polysorbate followed by homogenisation, such as claimed in 
claims 1 - 5 of the application. Those claims are 
therefore considered to meet the requirements for novelty, 
inventive step and industrial applicability pursuant to 
PCT Article 33(2), (3) and (4). 
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II. Certain observations on the international application 

Lack of clarity (PCT Article 6) : 

the term "approximately" (claim 1) in relation to a 
range of values is vague and imprecise such that it 
is difficult to determine the exact scope of 
protection sought; 

the use of the trade name "Sophisen" in claims 5 
and 6 of the application, without the application 
adequately describing the relationship between the 
components of the carrier solution, gives rise to a 
lack of clarity and leaves the reader in doubt as to 
the significance of the technical elements to which 
reference is made. 
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